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Remarks 

I. Status of the Claims 

Reconsideration of this application is respectfully requested. 
Upon entry of the foregoing amendment, claims 1, 7, 30-36 and 40-41 are 
pending in the application, with claims 1, 7 and 30 being the independent claims. 

Claim 41 has been added, and claims 1, 7 and 30 have been amended to (a) add 
SEQ ID NO:l; (b) add an adjuvant; (c) add the recitation of "a single dose preparation or 
a multi-dose flask;" and (d) remove recitation of "fragments" of the recited sequences. 
Support for the claim amendments may be found in the originally-filed claims and in the 
specification, including on page 29, line 2 to page 30, line 17, and page 63, lines 5. 
Accordingly, these changes introduce no new matter and their entry is respectfully 
requested. The amendments are made without prejudice to or disclaimer of the subject 
matter of un-amended claims and Applicants reserve the right to pursue such subject 
matter in subsequent applications. 

The Examiner has withdrawn claims 35, 36 and 40 as being drawn to nonelected 
species. Upon the identification of allowable subject matter in generic or linking claims, 
Applicants respectfully request the rejoinder and consideration of the non-elected 
species, in accordance with 37 C.F.R. § 1.141. 

Based on the above amendments and the following remarks, Applicants 
respectfully request that the Examiner reconsider all outstanding objections and 
rejections and that they be withdrawn. 
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//. Rejection Under 35 U.S.C. § 112, First Paragraph, Written Description 

The Examiner has maintained the rejection of claims 1, 7 and 30 under 35 U.S.C. 
§ 112, first paragraph, as allegedly failing to comply with the written description 
requirement. See Office Action at pages 3-4, § 8. The Examiner states that claims 1, 7 
and 30 lack sufficient written description support for "fragments" of the recited 
sequences. Applicants respectfully disagree with the rejection as applied to the presently 
amended claims. 

Claims 1, 7 and 30 have been amended to cancel "fragments" of the recited 
sequences. Accordingly, Applicants respectfully request reconsideration and withdrawal 
of the rejection under 35 U.S.C. § 1 12, first paragraph. 

///. Rejections Under 35 U.S.C. § 103 

The Examiner has maintained the rejection of claims 1 and 31 under 35 U.S.C. § 
103 over Furata et al {Nat Struct. Biol 5:276-279, hereinafter "Furata") in view of Wild 
et al (WO 94/02505, hereinafter "Wild"). See Office Action at pages 4-5, §§ 10-11. The 
Examiner has also maintained the rejection of claims 1, 7 and 30-34 under 35 U.S.C. § 
103 over Furata in view of Wild and further in view of Haddrick et al (J. Virol Methods 
67:89-93, hereinafter "Haddrick"). See Office Action at page 6, § 12. Applicants 
respectfully traverse the rejections as applied to the presently amended claims. 

Applicants have amended claims 1, 7 and 30 to recite the elements (a) an 
adjuvant; and (b) a single dose preparation or a multi-dose flask. Adjuvants are well- 
known in the immunology and pharmaceutical arts, and are described in the present 
specification, for example, at pages 29-30 and 63. "Single dose" and "multi-dose" 
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preparations are terms of the pharmaceutical arts that relate to formulations for 
administration to animals. See, e.g., The United States Pharmacopeia, the National 
Formulary, USP 23, NF 18, page 11, The United States Pharmacopeial Convention, Inc., 
Rockville, MD (1994) (copy attached as Exhibit 1). 

There is no teaching or suggestion in any of the cited references that a compound 
comprising an HIV gp41/gpl20 complex, at least one stabilizing peptide, and a soluble 
CD4 (a) should be combined with an adjuvant, or (b) should be prepared for 
administration to an animal. Because the cited references do not disclose all elements of 
the presently pending claims, the claims are not rendered obvious by the references. 

Accordingly, Applicants respectfully request the reconsideration and withdrawal 
of the rejections under 35 U.S.C. § 103. 

Conclusion 

All of the stated grounds of objection and rejection have been properly traversed, 
accommodated, or rendered moot. Applicants therefore respectfully request that the 
Examiner reconsider all presently outstanding objections and rejections and that they be 
withdrawn. Applicants believe that a full and complete reply has been made to the 
outstanding Office Action and, as such, the present application is in condition for 
allowance, or in better condition for appeal. If the Examiner believes, for any reason, 
that personal communication will expedite prosecution of this application, the Examiner 
is invited to telephone the undersigned at the number provided. 
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Prompt and favorable consideration of this Amendment and Reply is respectfully 
requested. 

Respectfully submitted, 

Sterne, Kessler, Goldstein & Fox p.l.l.c. 

Helene C. Carlson 
Agent for Applicants 
Registration No. 47,473 

Date: kJQU2vY)b&l I 3>,2a pfc 

1 100 New York Avenue, N.W. 
Washington, D.C. 20005-3934 
(202) 371-2600 
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nature, is pi-ovided in the reference table Description 
" and.Kelative Solubility of USP and NF Articles in 
this Pharmacopeia for those who use, -prepare, and 
dispense drugs and/or related! articles, solely to in^ 
dicate properties of an article complying. with mono- 
graph standards. - The properties are not in themselves 
standards of tests forvpurity even though they may 
indirectly assist in the preliminary evaluation Of an 
article. •''■«: ';',:>'" ■ ' '• *' ; 

>• Solubffity— The statements ^ concerning ^SdlubUities 
eiven in the reference table Description and Relative 
Solubility of USP arid NF Articles for Pharmacy 
peial articles are not standards or tests for pflrity but 
are provided primarily as information for thpserWhP 
use, prepare, and^ 

tides. Only where a quantitative solubility test is 
given, and is designated as. such, .is it a test for purity. 
The approximate solubilities of P v harmacopeial 
substances are indicated by the descriptive terms, in 
the. accompanying , tables . , ,: ; - ? 



Descriptive 
Term 



Parts. oflSolvent, 

Required for 
1 Part of Solute 



Very .soluble 
Freely soluble ._ v 

Soluble ■ V 

Sparingly, soluble 
"Slightly soluble 
Very, slightly soluble 
Practically insoluble, 
or Insoluble :.'' 



Less ; than 1 ; 
From i to 10 .... 
From 10 to 30. 
From 30 to 100 ; * 
From 100:to 1000 
From 1000 to 10,000 
10,000 and oyer 



Soluble Pharmacopeia! articles; when brought into 
solution, may show traces of physical impurities, such 
as minute fragments of filter, paper, fibers, and other 
particulate matter, unless limited or excluded^y del* 
ihite tests 5 or .other specifications in the. individual 
monographs. ''\ "'. [ \. ' 

.1 FRESCRIBING AND" DISPENSING 

1 PTescriptibns for; comp^dM^J^es writ- 
ten :tostats^the. quantity ahd/pt strength desjred. in 
metric units unfcss:.otherwise;indicate4 in the ma> 
viduafmonpgrajih (see. also t/«^ (p/^nc^in these 
General Noiic.es)^M^ 

other system 0 f measuremeht, only,;a^;ampunt that 
is the metric equiyaje^pf tfte prescribed amount shall 
be.di 



PRESERVA-lipN, PACKAGING, 

■ , : ! ,stdRA<s^; : ajnd. ^Labepng . ^ ,„,;.,., 
artide ind is pr^May^^b^ 

article: The immediate container \s ^zX which is in 
dir^ >> eofit»ct' : iWffi , 'tiie article at all times: Thetfo- 
sure is a part pf the cpntainer. ' tj . 

tPHpr tp its being Med, the cpntainer should be 
clean:. ' Special precautions and cleaning procedures 



may be necessary to ensure that each container is 
clean and that extraneous matter is not introduced 
into or, onto the article. .. . . ; ^ 

The container does not interact physically or chem- 
ically with the article placed, iri it ,sp as to alter the 
strength, quality, or purity pf the article, beypnd the 
official requirements. r , ... 

The Pharmacopeial requirements for the use o; 
specified containers apply also to articles as packaged 
by the pharmacist or other dispenser, unless otherwise 
indicated in the individual monograph. . ; _^ .. 

Tamper-resistant Packaging— Thi .container pr 
individual' barton of a sterile article intended for oph- 
thalmic br Otic use, .except where extemppraneouslv 
compounded for immediate dispensing on v prescrip 
tipn, shall be sb sealed that the contents cannot be 
used without obvious destruction pf the seal., ; 

Articles intended for sale Without prescription are 
also required to comply with the tamper-resistant 
packaging ' and labeling requirements of the FDA 
where applicable. ; ; V ,\ ♦v. 

Preferably, the immediate container and/or the 
outer cohtairier or prbtective packaging Utilized by a 
manufacturer of distributor for all dosage forms that 
are not specifically exempt is designed so as to show 
evidence of any tampering with the cbhtehts. ; 

Light-resistant Container (see Light frdnsMissibn 
under Containers (tilfj^-k light-resistant cpntamer 
protects the contents from the effefcts of hght by vir- 
tue of the specific properties of therma^nal^f which 
it is composed, including any coating applied to it. 
Alter natively^ a clear and colorless or a translucent 
container may be made light-resistant by means of 
an opaque covering; in which case the label of the 
container bears a statement that the opaque covering 
is; needed until: the contents, are to be used or admin- 
istered.' Where' it is directed to "protect from hght 
in anUhdividuaL mdhograph,; preservation in. a light- 
resistant' container is intended. ' ; ^ 
' Where .an. article, is: required: to be packaged in a 
lig'hkresistant container, and if the container is, made 
Ught.resistaht by means of an opaque coye^ 
gleruse, .umt^ose.coiitainer or mnemonic pack for 
?ispe>shig&a^npt Jbe removed ftom Jthe outer opaque 
covefmg prior tp dispensing. ' r, : ; i 

Well-closed Container— A weUnclpsed container 
protects the conteqts from extraneous solids and from 
loss of the ' articie ; under the, or#iary or customary 
conditions; of handling, shipment, storage, and dis- 
tribution"."'-'^' ■ '." "i" '' . , : ■'." "' -*-".;' . , ... : 

fight Container— A tight contayaer protets., ^ 
contents from contamiriatipn by extratfepul liquids, 
sblids, Pr vapors, from loss of the article, and, from 
efflorescence, deliquescence, pr evappration undertoe 
ordinary or customary: conditions: J?f handling,, ship- 
ment, stprage, and distribution^ and is capableof tight 
re-closure. Where a tight 'contamer is specified, it 
ma y be replaced by a^hermetic PPntainer for aismgle 

dose' of an article. ■ ; * • • '■ ^ " J-;/ >f : ■ t? \ 

A gas cylinder is a metallic container designed^ 
hold a gas under pressure. As a safety measure^fof 
carbon dioxide, cyclopropane, helium* nitrous oxide* 
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and oxygen, the Pin-index Safety System of matched 
fittings^ is recommended for . cylinders of Size E or 
smaller. ' < , ..: ■.<.'■ • 

: i^mEr^ fight 

container or; KweU-closed cbntainer is specified in 
the, in4ividu^ monograph, tbe cqntainQr utilized for 
an article-when, dispensed- on prescription; meets the 
requirements under Contqihers^Permeation (67 i>. 
^Hermetic Container — A hermetic container is im- 
pervious to air or any other gas under the ordinary 
or customary conditions of handling, shipment; stor- 
age, and distributipn. ; r . > , : j ^ 

Single-unit Contdiner-4A jingle-unit eoritWner i^ 
one that is designed to hpid a quantity of drug product 
intended for administration as ar single dpse or a single 
finished deyice intended fou n&e promptly after the 
Qontainer is opened. Preferably, the immediate con- 
tainer arid/or the outer container Or protective pack- 
aging shall be so designed a$ to show evidence of any 
tampering with the ^ohtents: Each single-unit con- 
tainer shall beiabeled to indicate, the identity, quan- 
tity and/pr strength, name of the manuJFaciurer, lot 
number, find expiration; date of the artipfe. 
* Single-dose Container also &htain&sfor In- 
fections nnd^r Injection^ (1))^A .sm^dpse con^ 
tairier is a single-unit container- j[&£rt^ 
fpr parenteral ; admini^tratioii" only: A sjngle-do^e 
pptajher is labeled as such.: Examples of singlerdpse 
containers indude pre-fiUed syringes, , cai^ridg^, fu- 
sion-sealed containers, and clbsuie^seals^ -Containers 
>vhen so labeled. ". V .,\Y- 3 - V ^V^-pv^ '' 

Unit-dose Container^-A unit-dose container is; a 
single-Unit container for articles, intended for adminr 
jstratipn by ptlier; than the parenteral route asa single 
dose, direct from the qpnt^in^rfe , ^ • ■ C ; 

tou^ti^fe^hit cpn^ 
tainer is a container that permits mthdrawai ^ 
cessive portions of the c^htents withput changing tjie 
strength, quality^ or purity of the remaining pbrtiorf; 
; Mtiinple^db^e ^w/a//*^ 

Irtfemtins urider injections (^^A ^riiUltipie-dbSe 
Wntairier is ^ ihultipl^uhit cpritaineiOfor articl&'in- 
tended for parenteral ^ ' : ?^ v • 

; Storage temp^ratureT^Specifip, di^dttoiis ^re 
stated iji sprite 




results; Sueh'di^ vl^ef^tiie iafceil 

Mbn article 

$ttthe ba^is of stabiHty studies of tharba^ieu^f fo^ 



mulatipn. The conditions are defined Ifr ^folfowin^ 

'terms..' ■ : \ ; ' ' ? - r " v,; ' 

l yyPreezerbrrA-.; place in whicfi utlje tej^per^tu^ k 
T^jntain^d t^^ostatjqaUy betw 

. -Cold— Any temperature not 'exiceedirig 8? (46°F); 
A refrigerator is a cold place in which the- temper- 
ature is maintained thermostatically between^* and 
8° (36° and 46?F), f ^ ■ ! Vj - 



Coo/^r-Any temperature between 8 °^and ? 15° (46° 
and 59?f/).,;Amartifcle^for which j storage in a cool 
place is ' directed may v , alternatively, be stored in a 
refrigerator^ unless otherwise specified by the indi- 
vidual monograph; > n : 

Room Temperature— The temperature ' prevailing 
in a worBrig areai; ; * : - ; -\V, : r >=,•; /r'^ 

temperature 

maintained thef mp§tati6ally that ; ehconiipasses the 
usual and cti^omary wbFWin^ erivibnrnbnt of 20° to 
p° m* W 77^) ; ; that/res^lt^ in a meW kinetic 
terniperatiife calculated to be riot niore than 25 °; arid 
that iallpwis for exPUrsio^js : betweBri i; l 5 P and 30° (59° 
arid ?6°F) ■ thai Me%perieiic^d iri pharnwtci&, hos- 
pitars/ sirid W&rehotlses; ^ Articles may be labeled for 
storage at "controlled robiii tehif^ratiiir^' or at "up 
to 25°^; or othe^Wording baised ori tfte sartie mean 
kinetic teihperatUre; The mean kinetic temperature 
is a ;calculaitfed value that may be Us;ed ^as an isoth- 
ermal stPrage' temi^rature that simulates the nbriisP- 
therriial effects ^f storiage temperature variations. 
(See also Stability under Pharmaceutical Dosage 
Forms (llW)q : f : ■ ' ■ v^i ' ' ^ ; , 6 

V Ari%rficlei for which storage *\ Controlled room 
temperature is directed may! alte^rijatiVely; be stored 
iii: a dbdl^pldcie- unless oVheiivis^ 
dividual MoriP^raph or on the label; r v ' : - ■ 

^ll^i^^Any temperature 5 between 30* and 40^ 
(S6° arid ^04°F); ' m ; m: =* - : 

Excessive Heatir- Any < tbiriperature abdve 40? 

(;iQ4°F).,, .• . ^;r : .'/' v ; . i :.".;, v"' : 1 :'. 

i&tieetip^ kdditibn to 
then|KPf^ 

an article; to $ss o£^ or to de- 
stru^iA^ mtef 3tfipn |pf jtsl chara the con- 
tainer lajbel bpars; an apptopnate in to prb- 

■^0hf|^,|^ 

: S^ag^ ;^e^ arti- 
^$s, rega^dles^^qu^tity? where nasitecific storage 
directipn^ pr liiriitatipns are prpyided in the individual 
inpoPgraph,;it^ 

storage 4nd vdisttijbiitipn includie ; protection f rpm 
mpisturerf ^jzingf arid exc§ssiye, beat. \ 0 ^ 
- Lai^lin^The ; terto f %bfelirig^ designates all la- 
bels and other writterti ^irited^ or graphic matter 
uppn ^ri immediate, ooritainer of ^an article or upon, 
pr % ^y^^^^ 

^^Pt?a»y^Uter^bi^ The term "la- 

bel^d^nates; tlmt part, ofi the^abeling upon the 
imj^^tec#Wrie^ -\T^y;iimO .p>!;.^J ^oii::; 

A ; shipping'Container, unless sujph container is. also 
essentially tfie immediate c^ataifter or the butside of 
the consumer j pa?kage, r is exempt from the Jabeling 
requirements of this Pharmacopeia; -u; : ^ 

;A^ples^in,this Paia^na^QQpei^.are jsubject to com- 
pliance with syph labeling, ^u£p^^^^ax''Jy6 
ipmUJga^ky^ in a|dition. to 

the Pharmacpp^ial requirements ^et forth % the %r 
ticies, ; , , ^ ^ tl ;^; . ( 

Hmount of Ingredient pw Dosage £/>i/r— The 
slrengih'of a drug^product i^ expressed/on the con- 



